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(BERBEXZES - =B FDA kEI 2R EMA #tb&E _ErhavRrzE
New drugs that meet the conditions for use by local healthcare institutions and for drug registration in Macao
(New drugs approved by NMPA, USFDA and EMA)

AEE R AN R B

i n past- g : lgen rporation
1 Abecma decfabtage ¢ /'?E%ijj To Treat relapsed/refractory multiple myeloma Ce. gene Corpo at.o
vicleucel Injection (Bristol Myers Squibb)
(RRMM)
: . - BB A BRCAL/2 RERERMEEZAERIFIIRE
niraparib; RE . : : .
2. Akeega : Treatment of metastatic castration-resistant Janssen Pharmaceuticals
abiraterone acetate Tablet

prostate cancer with BRCA1/2 mutations in adults
AR A 8K B RMARAERERTAR LI 2 HME
I i

3. Alhemo concizumab .Egijj 1¢ . . : Novo Nordisk Inc.
Injection For routine prophylaxis to prevent bleeding

episodes in hemophilia A and B

Vanzacaftor;

4 Alyftrek tezacaftor; RE ABEEMMEL Vertex Pharmaceuticals
. / deutivaca ftéJr Tablet To treat cystic fibrosis Incorporated
AR AEREBRINAREE .
5. Agamree vamorolone A ARERERAAR Santhera Pharmaceuticals

Solution To treat Duchenne muscular dystrophy
St 59 AREEEMBRMNREQRERIIERNZ BT ERE
6. Amvuttra vutrisiran T To treat polyneuropathy of hereditary Alnylam Pharms Inc.
Injection ) . .
transthyretin-mediated amyloidosis
FappiEE M M E M KEEF

past-fid . . .
7. Andembry garadacimab .Egijj Prevention of recurrent attacks of hereditary CSL Behring GmbH
Injection .
angioedema (HAE)
past-fid A B Ry e
8. Anktiva nogapendekin alfa Sl Frlblbi Altor BioScience, LLC

Injection | To treat bladder cancer
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Agneursa

levacetylleucine

N
TR

AEEEeER C

IntraBio Inc.

Suspension | To treat Niemann-Pick disease type C
AEFEOLIENEEENSEZANERRRREGNE
. - R RUBR DR M : :
10. Attruby; Beyonttra acoramidis Tablet o e ey eEahy o e i e e BridgeBio Pharma, Inc.
transthyretin-mediated amyloidosis
obecabtagene Sy AEERME AT B-AER e R EAR B MR
11. Aucatzyl autoleu?:el Ir;'ect?on Treatment of relapsed or refractory B-cell precursor Autolus GmbH
) acute lymphoblastic leukaemia
B . L AEMEREZBEEAEN KRAS REE S IMHERRIE
12 Avmapki Fakzynja avutometinib; ga%gsule? RTINS Verastem Oncolo
i Co-Pack defactinib TF;bIet To treat KRAS-mutated recurrent low-grade serous 9
ovarian cancer after prior systemic therapy
Awiqli; FEFNHE; k5D L past-ppi AEMA 2 BLER R .
13 BRERTHR insulin icodec Injection | To treat type 2 diabetes mellitus Novo Nordisk A/S
14 Beqver fidanacogene past-npiil AE B RMAR Pfizer Inc
i g elaparvovec Injection | Treatment of hemophilia B i
AEECSERABEINENRATEERIRERE R
15 Birmzelx bimekizumab E G To treat moderate to severe plaque psoriasis in UCB. Inc
’ Injection | adults who are candidates for systemic therapy or T
phototherapy
St 8 AR/ A e i e A PR PR 2
16. Bizengri zenocutuzumab Ir;jection To treat non-small cell lung cancer and pancreatic Merus N.V.

adenocarcinoma
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17.

Blujepa

gepotidacin

FEl

JRERIF B T 1 PR B R 2

GlaxoSmithKline

Tablet To treat uncomplicated urinary tract infections
b ) E 2 BUMEARE A B ERY MRS
18. Brenzavvy bexagliflozin 8 To improve glycemic control in adults with type 2 Theracos Inc.
Tablet . ;
diabetes mellitus
. N AR EIA A B A .
. lisocabtagene past-pid Juno Therapeutics
19. Breyanzi | | Iniecti Treatment of relapsed or refractory (r/r) large B-cell Bristol M Sauibb
maraleuce njection lymphoma (LBCL) (Bristol Myers Squibb)
: . . R AEFHIMEERT RERER
#
20. Brinsupri brensocatib Tablet To treat non-cystic fibrosis bronchiectasis Insmed Incorporated
5 NRAE] EL\\M >\ 7 é: =z é: Yy .
21. Briumvi ublituximab ?Egij AR RE &yﬁ MR RAE . . TG Therapeutics, Inc.
Injection | To treat relapsing forms of multiple sclerosis
VAN E~ 3 MET SO SZ B M ‘E‘ . )
: ciltacabtagene past-npil A =l e : Legend Biotech Corporation;
22. Carvykti . To Treat relapsed/refractory multiple myeloma .
autoleucel Injection (RRMM) Janssen Biotech, Inc.
N FRAER- Mo iE B M & ik BYAL M IR Sw :
exagamglogene past-gi . . Vertex Pharmaceuticals
23. Casgevy o Treatment of beta thalassemia and sickle cell o
autotemcel Injection di (Ireland) Limited
isease
24 Cobenf xanomeling; B AN BUAE Bristol-Myers Squibb
i y trospium chloride Capsule To treat schizophrenia Company
TEEZH/ ARt (ES-SCLC) M $H/MTRE AR
N2 MBEBERAREZANAER - R EMAZRE(LESI
St e EER B BB HIRY 4
25. Cosela trilaciclib Ir;ject?on To decrease the incidence of chemotherapy- G1 Therapeutics, Inc.

induced myelosuppression in adult patients when
administered prior to a platinum/etoposide-
containing regimen or topotecan containing
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regimen for extensive-stage small cell lung cancer
(ES-SCLQ)

B - ARE

AERHEEST R B _ERRIBEAE

26. Crenessity crinecerfont gzﬁjstl:cl,e,i To treat classic congenital adrenal hyperplasia Neurocrine Biosciences, Inc.
ARERBARN D AR RCEBE AR ER M
SXEEMH - HER2 [ZHRIZLARER
7 Datrowa datopotamab paat-npil To treat unresectable or metastatic, HR-positive, Daiichi Sankvo. Inc
' y deruxtecan Injection | HER2-negative breast cancer who have received yo. inc.
prior endocrine-based therapy and chemotherapy
for unresectable or metastatic disease
AEEAGEMNAN/HEENEBRENTEEEEERE
: . . N AL
; A IJYE| . o
28. Daxxify daxibotulinumtoxin '?Egijj To treat moderate-to-severe glabellar lines Revance Therapeutics Inc.
A Injection . .
associated with corrugator and/or procerus muscle
activity
o AR ARERREE : .
29. Daybue trofinetide Solution To treat Rett syndrome Acadia Pharmaceuticals Inc.
AREERAD LFEREEESRBIURETBINE
RIBHFRERNE SR MR RRRVRER
30 Defencath taurolidine past-npil To reduce the incidence of catheter-related CorMedix |
: efenca heparin Injection | bloodstream infections (CRBSI) in adults with oriviedinc.
kidney failure receiving chronic hemodialysis
through a central venous catheter
N\ M )
31 Duvyzat ivinostat A '/Fmo;tgrfatﬁ[itfe:n;e% riﬁu?cEjlﬁa[ti%’joﬁf in ltalfarmaco S.A,
’ Y g Suspension ystrophy ITF Therapeutics, LLC

individuals aged 6 years and older
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AT

AEPEEEEEUMRER

= ol Jelairlidyiiels Injection | To treat moderate-to-severe atopic dermatitis S Ly il G gl
AEREERDERBE—EEENER R a Y EBV
BB EEREIEEM ERA M R EREMRA
BE
paat-npil Treatment of adult and pediatric patients 2 years of . .
33. Ebvallo tabelecleucel Injection | age and older with relapsed or refractory Epstein- Pierre Fabre Medicament
Barr virus positive post-transplant
lymphoproliferative disease (EBV+ PTLD) who have
received at least one prior therapy
R AEEEMIE M KESM IR . :
#
34. Ekterly sebetralstat Tablet To treat acute attacks of hereditary angioedema KalVista Pharmaceuticals, Inc.
o I Bt 7 FREBENEEIRNAEEZMERIAARE
sy . . .
35. Elfabrio pegunl?]?lgdase | ‘?Egij Enzyme replacement therapy in adult patients with | Protalix BioTherapeutics Inc.
aita njection | 5 confirmed diagnosis of Fabry disease
36 Elrexfio elranatamab Ei A D A e Pfizer Inc
: Injection | To treat relapsed or refractory multiple myeloma :
1 MRI B2 P RERA RS KR AN B ENRE D
ST BRE
37. Elucirem gadopiclenol | ,Egij To detect and visualize lesions, together with MR], Guerbet
njection 1 \yith abnormal vascularity in the central nervous
system and the body
AESTAIERBEEREEES c-Met EFBREN
[55 B Rk HA 2% S5 A2 14 RO FE /) Al e i o2
38 Emreli telisotuzumab pat-ppi To treat locally advanced or metastatic, non- AbbVie |
: Mrets vedotin Injection squamous non-small cell lung cancer (NSCLC) with € Inc.

high c-Met protein overexpression after prior
systemic therapy
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B ER R BRETRESRRS AT L ENE
AFE—ERARFEHNWERH NERE XD

. . past-npi T t irat tial virus (RSV) |
39. Enflonsia clesrovimab " %ijj O preventrespiratory syncytia virus ( .) ower Merck Sharp & Dohme LLC
Injection | respiratory tract disease in neonates and infants
who are born during or entering their first RSV
season
St 8 D% B E R mA M5 RV E MK
40. Enjaymo sutimlimab | 2 . To decrease the need for red blood cell transfusion | Bioverativ Therapeutics Inc.
ection 1 que to hemolysis in cold agglutinin disease
HEETEE  SRICERBRIAEERARIAMER
BERBAAEE 1 BRFAENMAEBERSINERE - &P
: BENREMIEREE
Enzeshu ; suvemcitug past-npil Treating recurrent ovarian cancer, fallopian tube
;\ . :EE - §+% o B | u varl ) | u 2r A *UE_': NS
4L ﬁ;;é@* £ (sevacizumab) Injection | cancer, or primary peritoneal cancer in combination THRERENRRERRAT
R with paclitaxel, liposomal doxorubicin, or topotecan
in adults who have received at least one systemic
therapy after platinum resistance
. cefepime; ESIE AR M W PR IB RS :
42 2dllieg: enmetazobactam Injection | To treat complicated urinary tract infections OlEH A
. R Vi=p=3-=3 “}n3 -
43. Exxua gepirone Tablet To treat major depressive disorder Mission Pharmacal Company
B - RE | aBEmmstams 1 8 Sorinaworks Therapeutics
44, Ezmekly mirdametinib Capsule + | Treatment of plexiform neurofibromas in patients pring M
. : : Ireland Limited
Tablet with neurofibromatosis type 1
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/UZ’/'\%EJ??L‘ MRERER A BREBRBREER
BRMABENERR

Ligand Pharmaceuticals Inc. ;

i
45, Filspari sparsentan THbTJt To reduce proteinuria in adults with primary Travere Therapeutics Inc. ;
aple immunoglobulin A nephropathy at risk of rapid Bristol Myers Squibb
disease progression
S RAREERBERFESIRKE 7B /KEENEO
46. Filsuvez birch triterpenes lG T To treat wounds associated with dystrophic and Lichtenheldt GmbH
€ junctional epidermolysis bullosa
St e AENERES NS EREBASE
47. Gohibic vilobelimab | " : To treat acute respiratory distress syndrome (ARDS) | Almac Pharma Services Ltd
fyection caused by SARS-CoV-2
RRAERA 1 B MR R E S AEA RIS
BE RBE | @B BEEAT2IRNEE SprinaWorks Therapeutics
48. Gomekli mirdametinib Capsule ~ | To treat neurofibromatosis type 1 (NF1) who have Pring Inc P '
Suspension | symptomatic plexiform neurofibromas (PN) not ’

amenable to complete resection

HEZENEMaEH  FREERESENHAMBERNE

BHE HARBASMEARA MR SEBEERR

(=pn3

51T : o : .
49, Grafapex treosulfan i%}}d For use in comt?lnatlon with fludgrablne asa Medac GmbH
Injection preparative regimen for allogeneic hematopoietic

stem cell transplantation (alloHSCT) for acute

myeloid leukemia (AML) and myelodysplastic

syndrome (MDS)

. etranacogene past-npiil AE B RMAR :

50. Hemgenix . Injection | Treatment of hemophilia B CSL Behring LLC
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FAREEES HER2 R Blls A B AUE R EH 2%
2B E BB O YIRS ER M IEEARSE /) AR e
A EE

To treat adults with unresectable or metastatic non-

" . RE Boehringer Ingelheim
51. Hernexeos zongertinib squamous non-small cell lung cancer whose .
Tablet : . : Pharmaceuticals, Inc.
tumors have HER2 tyrosine kinase domain
activating mutations, as detected by an FDA-
approved test, and who have received prior
systemic therapy
: : Pt gl AEEBMERENESN .
52. Imaavy nipocalimab - . . : Janssen Biotech, Inc.
Injection | To treat generalized myasthenia gravis
ST B e ER/ AN BRI =
53. Imdelltra tarlatamab /.Egij AR Hﬂﬂ;ﬁfﬁf Amgen Inc.
Injection | To treat extensive stage small cell lung cancer
. R AL RIS :
54. Inpefa sotagliflozin Tablet To treat heart failure Lexicon Pharms Inc.
55 lomenu iomebrol past-pid R S AR 3S 2T Bracco Diagnostic Inc;
' P Injection For use as a radiographic contrast agent BIPSO GmbH
- e RREE MR RIOSER IR T EE R . :
. : RE . o - : lpsen Biopharmaceuticals,
56. Igirvo elafibranor To treat primary biliary cholangitis (PBC) in
Tablet o . o Inc.
combination with ursodeoxycholic acid
. chikungunya past-fid ﬁ%m).\%}Lﬁﬁﬁ . : .
57. Ixchiq e (li Iniecti Prevention of disease caused by chikungunya virus Valneva Austria GmbH
vaccine (live) njection (CHIKV) in individuals 18 years and older
St 59 AESEDRE S| Bt B E AR
58. lzervay avacincaptad pegol Ir;jection To treat geographic atrophy secondary to age- IVERIC bio, Inc.

related macular degeneration
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AREEREERBEVMEEZSGE (&1 BTK I
Bl ) OB ARVE SR M A M E MMM E R

e
59. Jaypirca pirtobrutinib T:IbTit To treat relapsed or refractory mantle cell Loxo Oncology Inc.; Eli Lilly
lymphoma in adults who have had at least two lines
of systemic therapy, including a BTK inhibitor
AREECERZDINERZETRINRAEHEE KSR
R =il L
60. Jesduvrog daprodustat Tablet To treat anemia caused by chronic kidney disease GlaxoSmithKline
for adults on dialysis for at least four months
. ABRCHEEINEE 3-3fE & 4RaE . )
61. Joenja leniolisib i To treat activated phosphoinositide 3-kinase delta Pharming Grgup NV
Tablet Novartis
syndrome
62 Journavx suzetridine R AEPIHEESMRRE Vertex Pharmaceuticals
’ g Tablet To treat moderate to severe acute pain Incorporated
ARBAK 12 Bl BV FEIRSMERERER
. o patonpid AFR [ 2%
63. Kavigale sipavibart Injection Pre-exposure prophylaxis of COVID-19 in adults Astrazeneca AB
and adolescents 12 years of age and older
St B AEATYIRNERLEEERECRE
64. Kimmtrak tebentafusp Ir;'ect?on To treat unresectable or metastatic uveal Immunocore Ltd
) melanoma
. past-pid A BRI S 8 ERAE -
65. Kisunla donanemab Injection | To treat Alzheimer’s disease Eli Lilly and Company
St 87| EBMBERERNTEEERRERE
66. Korsuva ; Kapruvia difelikefalin Ir;jection To treat moderate-to-severe pruritus associated Cara Therapeutics

with chronic kidney disease
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PN PR T B

Pt g : i
67. Kostaive zapomeran | .Eg];ﬁj To prevent COVID-19 caused by SARS-CoV-2 in Arcturus Therrj\i)/eutlcs Europe
njection individuals 18 years of age and older o
RARERECESBEV—BEZHAREMNMA KRAS
) G12C REW /S0 HA= BB IE/ Al B A e
68. Krazati adagrasib Tablet To treat KRAS G12C-mutated locally advanced or Mirati Therapeutics Inc.
avie metastatic non-small cell lung cancer in adults who
have received at least one prior systemic therapy
AEEREE A MEAR MRS - B3 E
St g AR B AR
69. Kymriah tisagenlecleucel Ir;' tfq , Treatment of relapsed or refractory (r/r) acute Novartis
jectio lymphocytic leukemia (ALL) or relapsed or
refractory (r/r) large B-cell lymphoma (LBCL)
AR SESE | ., o ek e
70. Lamzede velmanase alfa Powder - ARta-HERE I HiE S Chiesi Farmaceutici SPA
- Treatment of alpha-mannosidosis
_ RE =y E N ) Y .
71. Lazcluze lazertinib Tablet To treat non-small cell lung cancer (NSCLC) Janssen Biotech, Inc.
75 Leaselvi deuruxolitinib R AEBRENRN Sun Pharmaceutical
’ 9 Tablet To treat severe alopecia areata Industries, Inc.
. . . - LM NESHIRNPEEEEHRBEA
; A 7| . ’
73. Letybo Ietlbotuliar:umtoxm | '?E%j:: To temporarily improve the appearance of Hugel, Inc.
njection moderate-to-severe glabellar lines
. : B AERRMIETHIRER : .
74. Livdelzi seladelpar sl o et e ey el (5] Gilead Sciences, Inc.
2 ) AEREENBARRES (CMV) B
75. Livtencity maribavir TabTet To treat post-transplant cytomegalovirus (CMV) Takeda Pharmaceuticals USA

infection
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BE 2 AR ERENSEREME

— pat-ppi . Immedica Pharma AB
76. Loargys pegzilarginase - To treat pegple from 2 years of age with Unimedic AB
hyperargininemia
R IEFETERE P HERI IR ERE PRISIR G E Y
gallium Ga 68 past-pid H%W?\l.%ﬁﬁ& e . Novartis Pharmaceuticals UK
77. Locametz . — Detection of prostate-specific membrane antigen o
gozetotide Injection " . . . o Limited
(PSMA)-positive lesions with positron emission
tomography (PET) in patients with prostate cancer
St B TR B B & T R S iRl e 4B A8
78. Lumisight pegulicianine Ir;'ection To use as an optical imaging agent for the Lumicell, Inc.
) detection of cancerous tissue
: . B#E AERBEMBEX _ .
79. Lupkynis voclosporin Capsule To treat lupus nephritis Aurinia Pharmaceuticals Inc.
St 8 AEERM AN RN S
80. Lynozyfic linvoseltamab I 2 i Treatment of patients with relapsed and refractory Regeneron Ireland DAC
njection multiple myeloma
AEZANERARERAFSE 2 (FGFR2) EAR
g BREMMEHNTAEEE
81. Lytgobi futibatinib T bT ; To treat intrahepatic cholangiocarcinoma harboring Taiho Oncology
abie fibroblast growth factor receptor 2 (FGFR2) gene
fusions or other rearrangements
IRFAVAR | e e i e
82. Miebo hr:(rflluoro— Ophthalmic .'F'gﬁzaﬁ{ﬁmﬁ#d £ gi Novaliq GmbH
yloctane colution o treat signs ana symptoms of dry eye disease
: : BE AEESwERRm C 3
83. Miplyfta arimoclomol Capsule To treat Niemann-Pick disease type C Zevra Denmark A/S
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A H3 K2/TM REBRERRBaRERIBFHRER
et PReKBER

84. Modeyso” dordaviprone C: ile To treat diffuse midline glioma harboring an H3 Jazz Pharmaceuticals, Inc.
P K27M mutation with progressive disease following
prior therapy
¥ 60 mAL EARBEFIRE SRS ME
Respiratory 897 I 38 = 975
85. mResvia Syncytial Virus Ir;'ect?on Prevention of lower respiratory tract disease (LRTD) | Moderna Biotech Spain, S.L.
mRNA ) caused by Respiratory Syncytial Virus in adults 60
years of age and older
S ABEAEHMNED .
86. Nemluvio nemolizumab .Egijj it fi%f : Galderma Laboratories, L.P.
Injection | To treat prurigo nodularis
. ERBARE B 8l 2 B RE SR S
87. NexoBrid anacaulase IGeT To remove eschar in adults with deep partial Mediwound, Ltd
thickness or full thickness thermal burns
Sy 5y AEAERARS B AEMERNERER OPKO Health Inc
88. Ngenla somatrogon T Management of a growth disorder due to growth : ’
Injection .. Pfizer Inc.
hormone deficiency
I . Pt gl AEEMREYNETR :
. o . . Incyte C t
89 Niktimvo axatilimab Injection | To treat chronic graft-versus-host disease (cGVHD) neyte Lorporation
AE ~ SESIE | PEIE A BUSHESR FERZGE ( MoCD ) BERISET R MR
90. Nulibry fosdenopterin Powder - To reduce the risk of mortality in molybdenum Sentynl Therapeutics, Inc.
Injection | cofactor deficiency Type A
4 AERREHEEARNERMEEERBNERE . .
: . RE . : . SpringWorks Therapeutics,
91. Ogsiveo nirogacestat Tablet To treat adults with progressing desmoid tumors Inc

who require systemic treatment
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RE SRR

AEERNE A RERRIBER

Day One Biopharmaceuticals,
Inc,

92. Ojemda tovorafenib Tablet - To treat relapsed or refractory pediatric low-grade . .
S : i Quotient Sciences -
uspension | glioma Philadelphia LLC
IRAAR | REMARSHIRSREESENIRE Santen Pharmaceutical Co
93. Omlonti omidenepag Ophthalmic | To reduce elevated intraocular pressure in patients Ltd !
solution with open-angle glaucoma or ocular hypertension t
S AEE R MG K -
94, Omvoh mirikizumab T Ko s Eli Lilly
Injection | To treat ulcerative colitis
nivolumab ; ESIE ABEATIRSER T EERE . :
9> Opdualag relatlimab Injection | To treat unresectable or metastatic melanoma Bristol Myers Squibb
St B AEREMEMEEIREN A B AENER
96. Ordspono odronextamab Ir;'ection To treat follicular lymphoma or diffuse large B-cell Regeneron Ireland DAC
) lymphoma (DLBCL)
sulopenem _ . o .
i =gkl &R .
97. Orlynvah etzadroxil, PR ARGFIRAMREEAR L lterum Therapeutics
orobenecid Tablet To treat uncomplicated urinary tract infections
S B AR M AR MAT S B FRAE
98. Piasky crovalimab Ir;ject?on Treatment of paroxysmal nocturnal hemoglobinuria | Roche Pharma (Schweiz) AG
(PNH)
[ [ past-npid AEERMREER . .
99. Pombiliti cipaglucosidase AR AR S IL R S EE . Amicus Therapeutics Inc.
alfa Injection | Treatment of late-onset Pompe disease
g AN B GR = ERY A MM E
100. Pyrukynd mitapivat TabTet To treat hemolytic anemia in pyruvate kinase Agios Pharmaceuticals Inc.
deficiency
N BAEEA SOD1 ERREM A AN ZMRAIRELIE . . )
past-pid . . lonis Pharmaceuticals Inc.;
101. Qalsody tofersen - To treat amyotrophic lateral sclerosis in adults who .
Injection Biogen Inc.

have a SOD1 gene mutation
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AR A Bk B Bl M AL %3m0 MS 4

S . :
102. Qfitlia fitusiran In'Ee%cj’;?cfn To prevent or reduce the frequency of bleeding Genzyme Corporation
) episodes in hemophilia A or B
i AR . :
103. Quviviq daridorexant P DE%ES . Actelion Ltd ; Idorsia Ltd
Tablet To treat insomnia
Rty REAS At B S HE - ARERSER MY
FREUEERERARE ; BEEQEANES BB
BEHEDERE-BHEMTIAENEREIEAELS
Penpulimab ; £/ IS
; S5t o S . . . .
104. | O ; IRLEFERNT penpulimab .EQT%J n comblngtlop with either C|splat|p or carboplatin Akeso Biopharma Co., Ltd.
P Injection | and gemcitabine, to treat adults with recurrent or
metastatic non-keratinizing nasopharyngeal
carcinoma (NPC), or as a single agent while on or
after platinum-based chemotherapy and at least
one other prior line of therapy
. . paat-npil AEE FMOERIR AOP Orphan Pharmaceuticals
105. Rapiblyk landiolol Injection | To treat supraventricular tachycardia GmbH
sodium = e . -
R AENZERARED :
106. Relyvrio phenylbutyrate;taur - Fq il m{ﬂ]?ﬁ%ﬂ;{zﬁ . Amylyx Pharmaceuticals
ursodiol Suspension | To treat amyotrophic lateral sclerosis (ALS)
. : R AEERMEE At =TA R .
107, Revufor] revumenib Tablet To treat relapsed or refractory acute leukemia Syndax Pharmaceuticals, Inc.
- RE BRI -
108. Reyvow lasmiditan Tablet Treatment of migraine Eli Lilly
g ABE A AIEE SRR B M SR AN PG BR T A4 6 Madrigal Pharmaceuticals,
1009. Rezdiffra resmetirom TabTet To treat noncirrhotic non-alcoholic steatohepatitis Inc,;

(NASH) with moderate to advanced liver scarring

UPM Pharmaceuticals
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RERABESRFEERREEE-1 (IDH1) REKE
Bt aE SRR MRB

=F . .
110. Rezlidhia olutasidenib . To treat adults with relapsed or refractory acute Rigel Pharms Inc.
Capsule : L o
myeloid leukemia with a susceptible isocitrate
dehydrogenase-1 (IDH1) mutation
. ERE | AESHEIEREE SR Cidara Therapeutics Inc,
111 Rezzayo rezafungin . . : . . e Seachaid Pharmaceuticals
Injection | To treat candidemia and invasive candidiasis Inc
BE 3R AU ERERMAERERIRZ HME(E
112 Riul tegomil fumarate . i Al
’ vy 9 Capsule Treatment of adults and children from 13 years of Pharmaceuticals, S.L.
age with relapsing remitting multiple sclerosis
AREEIBERAULREMMA 1 BREMSER K
) BERIRERE KT :
: : E S E(PHDE %E’J)ﬁ%?ﬂwﬁi . . Novo Nordisk Ing;
113. Rivfloza nedosiran o To lower urinary oxalate levels in patients 9 years . .
Injection . . . Pyramid Laboratories
and older with primary hyperoxaluria type 1 and
relatively preserved kidney function
S AE A BMK . . :
114. Roctavian . .Egijj kit 13 BRI TS i BioMarin Pharmaceutical Inc.
roxaparvovec Injection | Treatment of Hemophilia A
REERFEIGNEZYNIFEARHEREREER
et ch R A PR D RE AR R RO R SR BE A R
N To decrease the incidence of infection in patients
. bt gl . ) . . . :
115. Rolvedon eflapegrastim Iniection with non-myeloid malignancies receiving Spectrum Pharmaceuticals
) myelosuppressive anti-cancer drugs associated
with clinically significant incidence of febrile
neutropenia
116 Romvimza vimseltinib BE RRAEBAERE B FYIROIsEE S EERINEE | Deciphera Pharmaceuticals,
’ Capsule PERI s PR R RO R B B Al e LLC
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To treat symptomatic tenosynovial giant cell tumor
(TGCT) for which surgical resection will potentially
cause worsening functional limitation or severe

morbidity
past-fid AEEEMERENE :
117. Rystiggo rozanolixizumab _ﬁj‘ J gi%ﬁiﬁmﬁj}. . . UCB Pharmaceuticals
Injection | Treatment of generalized myasthenia gravis
St By AERBRARRERESS-]1 ARNESHBIELERERSIE Geron Corporation;
118. Rytelo imetelstat Ir;'ect?on To treat low- to intermediate-1-risk Catalent Indiana, LLGC;
) myelodysplastic syndromes (MDS) Patheon ltalia, S.p.A
119 Rvzneuta efbemalenograstim T HH SAERIE o Mk A e D R Evive Biotechnology
' Y alfa Injection | To treat neutropenia Singapore Pte. Ltd.
07| BEMARRERANRES I EHNSERRE MAE PTC Therapeutics
120. Sephience sepiapterin ? Treatment of hyperphenylalaninemia in adults and 1erapeut
Powder . : . International Limited
children with phenylketonuria (PKU)
- RRZEEZ D RITE R Serum Life Science Europe
-6; AGH . . .
121. Siiltibcy r(erEEﬁTlg Ini%cj’;?cjn To detect infection and disease caused by GmbH
) Mycobacterium tuberculosis Bilthoven Biologicals B.V.
o3 AREREMREZST .
122. Sofdra sofpironium A S &.H&F’y q:ﬁ . . Botanix SB Inc.
Gel To treat primary axillary hyperhidrosis
WO BBEETESEHEEZBEARNAANRZENSR
BE =E1E Ipsen Biopharmaceuticals
123. Sohonos palovarotene Ca;)sule To reduce the volume of new heterotopic Inc '

ossification in adults and pediatric patients with
fibrodysplasia ossificans progressiva (FOP)
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AERMEE - AR 22 RimFAREM I RaE
TANZEMES HIV RS R

33 Bt i
124. Sunlenca lenacapavir Ir;'ie%c]’;?cfn Treatment of multi-drug resistant HIV in people Gilead Sciences, Inc.
) with HIV who have limited treatment options due
to safety, intolerance, and resistance considerations
2F AEBRRERLERE ,
125. Skyclarys omaveloxolone PR AR %ﬁ ,H% H Reata Pharmaceuticals Inc.
Capsule To treat Friedrich's ataxia
3 B SRS BXEY B A M 2 B S B )
126. Talvey talquetamab /.E%H S B D e : Janssen Biotech, Inc.
Injection | To treat relapsed or refractory multiple myeloma
AEERMEE AN EARE M - B3 M
AMEARNEE :
brexucabtagene past-npil AIEEARAER Kite
127. Tecartus L Treatment of relapsed or refractory (r/r) acute . .
autoleucel Injection . . (Gilead Sciences Inc.)
lymphocytic leukemia (ALL) or relapsed or
refractory (r/r) mantle cell lymphoma (MCL)
afamitresgene S B ABERAAN IR ER LS
128. Tecelra 9 o Treatment of adults with unresectable or metastatic Adaptimmune, LLC
autoleucel Injection .
synovial sarcoma
A% IDH1 REBSMRAM S Mm - IDH1 REFIHE
. L RE B : :
129. Tibsovo ivosidenib Tablet To treat IDH1-mutated AML - IDH1-mutated Laboratoires Servier
cholangiocarcinoma
130 Tryngolza olezarsen R e ol lonis Pharmaceuticals Inc
’ yng Injection To treat familial chylomicronemia syndrome :
IRAAR . . s .
131 Tryptyr acoltremon o} ;thalmic ATREIRAEEI5 RUER Alcon Inc
' ypty b ut To treat the signs and symptoms of dry eye disease '
solution
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132.

Tryvio; Jeraygo

aprocitentan

FEl

=gl

Idorsia Pharmaceuticals US

Tablet To treat hypertension e
Tymlos; . pat-ppi AES BRI .
133. Eladynos abaloparatide Injection | Treatment of osteoporosis Radius Health Inc.
. . Pt gl JE#ES 3 HA 1 BUERRRAVER1F . :
134. Tzield teplizumab Injection | To delay the onset of stage 3 type 1 diabetes Provention Bio Inc.
o Pt gl Vb =30 )N R : .
135. Unloxcyt cosibelimab Injection | To treat cutaneous squamous cell carcinoma Checkpoint Therapeutics, Inc.
R AEEMBRERER ZEM . .
136. Vafseo vadadustat Tablet To treat anemia due to chronic kidney disease Akebia Therapeutics, Inc.
AREERFEERFERREREBREREMREIKRER
EX i 0E
, RE A BRIANE Eﬁ( . . . Novartis Pharmaceuticals
137. Vanrafia atrasentan ol To reduce proteinuria in adults with primary ,
Tablet immunoglobulin A nephropathy at risk of rapid Corporation
disease progression
AE 1 mAL ERER CDS5 RZEAERMUER
B (CHAPLE ¥®) :
ST BT : .
138. Veopoz pozelimab '?EETEJ To treat patients 1 year old and older with CD55- Regeneron Pharmaceuticals,
Injection deficient protein-losing enteropathy (PLE), also Inc.
known as CHAPLE disease
REAERMUINZEEZRERRVVCO) REEHELTE
B B MR RVVC 8RR
139. Vivjoa oteseconazole Ca;sule To reduce the incidence of recurrent vulvovaginal Mycovia Pharmaceuticals

candidiasis (RVVC) in females with a history of
RVVC who are not of reproductive potential
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IRFIAR

VAN it
140. Vizz" aceclidine Ophthalmic =S el . LENZ Therapeutics, Inc.
. To treat presbyopia
AEIMVRENRATRENS BRE ML S T
141 Vonjo acritinib P e CTI BioPharma
' ) P Capsule To treat intermediate or high-risk primary or @
secondary myelofibrosis in adults with low platelets
= ) AEERMRENAERRERZNMEINAD
142. Voydeya danicopan T bT - To treat extravascular hemolysis with paroxysmal Alexion Europe SAS
apie nocturnal hemoglobinuria
B A B DR ER B .
143. Vtama tapinarof A ARG B o Dermavant Sciences
Cream To treat plaque psoriasis
AERBEEEARMEAMMREMNEERRS VI BB
B - B | Rol #(COLTANERREMEEME N :
. beremagene . . . . : Krystal Biotech Netherlands
144, Vyjuvek Suspension, | Treatment of wounds in patients with dystrophic BY
geperpavec Gel epidermolysis bullosa (DEB) with mutation(s) in the
collagen type VIl alpha 1 chain (COL7A1) gene
- bt gl AEEEMEEMNED
145 Vyvaart efgartigimod alfa Injection | To treat generalized myasthenia gravis Argenx BY
AFEEEMERRRREL N SRR RS 2 314
146 Wainua: Wainzua S Pt gl LSS AstraZeneca Pharmaceuticals
' ' P Injection | To treat polyneuropathy of hereditary LP

transthyretin-mediated amyloidosis
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RERME AT E-FERI5E SRS BUL D BE RS ERY
BB 1S 1S M A B M i SR I R A7 4 BB AR B M A 36

147 Xacduro sulbactam; past-gi To treat hospital-acquired bacterial pneumonia and Entasis Therapeutics
' durlobactam Injection | ventilator-associated bacterial pneumonia caused Holdings Inc.
by susceptible isolates of Acinetobacter baumannii-
calcoaceticus complex
: hyperpolarized Xe- IRAZE | EBNAL A INRE R A &R A1
148. HEEVIE 129 Inhalation | To evaluate pulmonary function and imaging Polarean Inc.
. pact- gl AR M s i e AR TR 2 .
149. Xenpozyme olipudase alfa Injection | To treat acid sphingomyelinase deficiency Sanofi S.A.
-] = = i
150. Xolremdi mavorixafor ijjﬁle T%;t%rgg’:—'\}\w-lllr/liyﬁdrome X4 Pharmaceuticals, Inc.
151 Vorvioath palopegteriparatid past-pid AR FARARINEER ME Ascendis Pharma Bone
: P e Injection | To treat hypoparathyroidism Diseases A/S
. : R AEF=NE i
152. Yselty linzagolix Tablet e O P Theramex Ireland Limited
M7 AERIRR :

153. Zavzpret zavegepant Spr:]y To treat migraine Pfizer Inc.

AETARKERRFREEINES 20 EAREENF

. ERR AR e R 4 IE/ AR A R RO A B e T\ ES e AR A B
154, _Zegfrovy ; sunvozertinib RE Treatment of adult patients with locally advanced #E (V18 ) BERNDBERA
]XE  FXBER Tablet or metastatic non-small cell lung cancer (NSCLC) g
with epidermal growth factor receptor (EGFR) exon
20 insertion mutations
. . o3 BB ERM R

155. Zelsuvmi berdazimer Gel To treat molluscum contagiosum EPIH SPV, LLC
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Ziihera ; BffiZ& ; &

AT

AR T ESIBAEN HER2 B RENATIRS 0
i EBMREERERE

Jazz Pharmaceuticals Ireland
Limited ;

156. B S R B zanidatamab Injection Treatment of adults with previously treated, N (BN ) EMREA
unresectable locally advanced or metastatic HER2- AT
positive biliary tract cancer )
AENOBRERZENEGEMIONAZRENEEUERE
. . g | RS | o
157. Zilbrysq zilucoplan Iniection To treat generalized myasthenia gravis in adults UCB, Inc.
) who are anti-acetylcholine receptor (AChR)
antibody positive
o AERRR-CSHERERASIE
158. Zokinvy lonafarnib Cagile Treatment of Hutchinson-Gilford progeria Eiger Biopharmaceuticals
P syndrome
- AEARERE BRI 1R R fE AR 55 . -
gl af HHF‘H HEE.VME‘ & MEBIR 5 ﬁ?iﬁﬂ’]{éﬁﬁ’é fF Marinus Pharmceuticals Inc.;
159. Ztalmy ganaxolone S : To treat seizures in cyclin-dependent kinase-like 5 Purdue N . C
uspension deficiency disorder urdue Neuroscience Corp
2% AEEERIDE .
160. Zurzuvae zuranolone . ARERI S : Biogen Inc.
Capsule To treat postpartum depression
AEmEMA B ARMER (DLBCL) kRS4RI B Al
loncastuximab X FEMEERE (HGBL) .
161. Zynlonta tesirine Injection | To treat diffuse large B-cell ymphoma (DLBCL) and ADC Therapeutics SA
high-grade B-cell ymphoma (HGBCL)
VAN B FZ Mol /8 3% :'II:II /H\ %‘ §§,% \E=|IE'. .
162. Zynyz retifanlimab . To treat metastatic or recurrent locally advanced
Injection . Inc.
Merkel cell carcinoma
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163.

XNE ; JEH M
=Hsp

velaglucerase f3

Pt
Injection

AR 12 R EESDEMBA | B I B m R E
R RIEEE N AE

Treatment of adolescents aged 12 and above and
adults with type | and type Ill Gaucher disease.

EBEM ( L8 ) £EYREREA
fRAE]

164.

iz fEB &

dimdazenil

B#&

Capsule

KIERVFEHA A&

Short-term treatment of insomnia

AL EERNBRAT

165.

Efthin ; MERER

linperlisib

A
Tablet

AEERMEE AR EERARE
Treatment of adults with relapsed or refractory
follicular lymphoma

EBREFERAT

166.

XEEH ; ARBOAK

BEERR

famitinib malate

e TSR FIRARENARREER IR EEEER
RUBARERBENREN BENERNERTE =GR
&

In combination with injectable carelizumab for
patients with recurrent or metastatic cervical cancer
who have failed platinum-containing
chemotherapy but have not received bevacizumab
treatment

IEREmBERNBIRAT

167.

g ; x5 sl
FHEM

recaticimab

past-pid
Injection

FEERIREROERE & - B TIREY) - sy & BT iR%E
MBEECREEREMSRE  ARESPSHLULESE
T REY e BN E A ERRE EleE A EEER(LDL-
O BEENREMSERREMEMESEMEZEIMAA
BE; BERRIFRGHSEREMEMESEMAEE
BHRAZE  UREEZEREEQEREE(LDL-C) -
#IEEIRZ(TC) ~ HAEE R B (ApoB)/KE

On the basis of dietary control, in combination with
statins or other lipid lowering therapy for the
treatment of adult patients with primary
hypercholesterolemia and mixed dyslipidemia, who
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fail to achieve low-density lipoprotein cholesterol
(LDL-C) goals after receiving moderate or higher
doses of statins treatment; Monotherapy for adult
patients with non-familial hypercholesterolemia
and mixed dyslipidemia to reduce low-density
lipoprotein cholesterol (LDL-C), total cholesterol
(TC), and apolipoprotein B (ApoB) levels

168.

RE  MRSIEE
BER

ivarmacitinib
sulfate

A
Tablet

FAIR ¥ —1&5 2518 TNF N6 B A E S A =2 H0E
EMEREMBEERMARE

Treatment of adult patients with active ankylosing
spondylitis who have poor efficacy or intolerance to
one or more TNF inhibitor

LR ERBERNABRAT

169.

mEl ; KKRBER

glecirasib

A
Tablet

ARZEDERB—RERAMAER KRAS G12C =&
RO ERIE/ AR B AR (NSCLO) A B &

Treatment of adult patients with non-small cell lung
cancer (NSCLC) harboring KRAS G12C mutations
who have received at least one prior systemic
therapy

BB AHBERRRHBR
/\__I

170.

RIEER ; BERERZET
alla

lerociclib
hydrochloride

A
Tablet

RARAERREGYE AREREREFRIE 2 BHSE%R
M ER M I RERARE ; BSE(CEEHAIHID S
REAHBADWEE ; BRsc RS ERRTEER
R EEEERERNEE

Treatment of advanced or metastatic HR-positive,
HER2-negative breast cancer. In combination with
aromatase inhibitors as initial endocrine therapy. In
combination with fulvestrant, particularly in
patients who have progressed on prior endocrine
therapy.

Genor Biopharma(USA), Inc.
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ARBERER 12 mAU BV FEMp A B RE
MO RRBERGE  AEREERREEFRES

PiRE ; IWEADLE : . RE R EE . - IS

7L = suraxavir marboxi Tablet Treatment of influenza A and B in individuals aged TENERRARAT
12 and above. However, it is not indicated for
patients at high risk of flu-related complications.
BRGESME - AR ES BRI AEEIHEE

o BRMAOM B A ESE
172. REEEM A vorolanib 8 In combination with everolimus, for patients with BEZZERHBRAT
Tablet . :
advanced renal cell carcinoma who have failed
prior treatment with a tyrosine kinase inhibitor
ToREIR ; : . _ . .
. ' ritonavir; RE A m R R s
E++ f|:_-.:|_ | == ) I‘ ) ) = é‘?é/\ /\E
173. | % E%%i/*HﬁBE simnotrelvir Tablet Treatment of COVID-19 infection ERRRARAT
LA ; : RE AET _EEES PPy

174, o IS P anaprazole sodium Tablet Treatment of duodenal ulcer HTEMRRRNBRAT
AB R AL RS B M DR AR I U B A 2R ALK 514
A f55 B Rtk HA =X B8 A8 14 JE/ )\ A RE A 2

175 Z8IE ; MBRERIKE envonalkib BE Treatment of anaplastic lymphoma kinase (ALK)- ERRBEEEERNDARA

' Moz B % Capsule positive patients with locally advanced or El

metastatic non-small cell lung cancer (NSCLC) who
have not been treated with ALK inhibitors
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B EE S AR E R M/ BB 1 BR SR BR Bk A
PEsE

—_— \/_++§++|=|=l-\- i . 3 NRAL . N
176. ;ﬂaiz’ 3Efﬂgh finotonlimab .Egijj Treatment of recurrent and/or metastatic head and HNAIE TREBRAE
EER Injection : : . :
neck squamous cell carcinoma in combination with
platinum-based chemotherapy
ARAECERBE VBB AENMA KRAS
_ G12C RENFE A ER M I/ Al e = . .
A ! SEEELR %
177. | Z7H % ; BREER garsorasib FE To treat KRAS G12C-mutated locally advanced or £ !Eﬁiﬂgf_ PERES
Tablet ) ) PRAE]
metastatic non-small cell lung cancer in adults who
have received at least one prior systemic therapy
AEES RS BEICEN P EZEE SRR IRE R
e N ABE
ZER HFIKE . past- oy . . e \ e
178. = '\ ?E%Fj e vunakizumab .Egijj Treatment of adult patients with moderate to RN BB E AR AT
LGSR Injection s .
severe plaque psoriasis who are candidates for
systemic therapy or phototherapy
AEESBEED 2BAREEESENERNEHAMS
TN “ N EMBREERARSE e R
WA ; IR . ST - . . B ER EMRERHBRA
179. 2<BR aponermin Iniection Treatment of adult patients with relapsed or =
A ) refractory multiple myeloma after two or more
systemic therapies
. RE AERHT R R . -
1 . 024k E d ) . ;0 E-‘E:HE S NG
&Y RADSER azvidine Tablet Treatment of COVID-19 infection Ui=s ESRat A
. . past-npi =y;=UNY: = T T B e LA -
181, | MBRABIEEE | adebrelimab TAH | ERVERTRE T EREERHERAT
Injection | Treatment of small cell lung cancer
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ARETEREREIRT AN ( BRETERBIRAZ
REAM ) WEEEIKGSESRE - MRESMERE -
XZRAMRE - |ERTIEMRZEERER For patients

BE MR EL el past-fid i [ s
182 =] T@’f@ﬁ 3 bevifibatide citrate ﬁj‘%J with acute coronary syn.drome uqdergomg . = g 2 BB 3 A TR A S
EREHR Injection | percutaneous coronary intervention (including
coronary stent implantation) to reduce the risk of
acute occlusion, in-stent thrombosis, no-reflow,
and slow flow
AR EERBZE VMR RGEAENE RS EA R
P-4 ANAR A SR A A R
S%5 ; ESIBEE | ifupinostat 8 % B MR ERAAES | e
183. P hvdrochloride Iniection Treatment for relapsed or refractory diffuse large B- | BN BERFEZERKHBRAS
- Y ) cell ymphoma (r/r DLBCL) in patients who have
received at least two prior systemic therapies
AEEERE- EREEAF (MET ) SMEF 14 Bk
o B M BER MR EA s BB M IR A R AR R IERBEREYREARSEE
; WEEBABE . . o
184 L bozitinib Capsule To treat patients with MET exon 14 skipping non- NS
small cell lung cancer (NSCLC)
ARBEEBZ Ve hBER QM AES (BTK) #05H
ElfE AR —TE 2408 BRI A S EE 41 AR 3 [ s
(CLL) //NHEE 4R (SLL ) B&
MNEZ ; FybiEshl . RE Treatment of chronic lymphocytic leukemia/small T 2 S /=
185 B* lisaftoclax Tablet lymphocytic lymphoma (CLL/SLL) in patients who FNE R A IR A E

have previously received at least one prior systemic
therapy, including a Bruton's tyrosine kinase (BTK)
inhibitor
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186.

BEE, SXmmE
TUERHR

ongericimab

EEE

Injection

EERIREROER L - BthTIREY) - sy E B TR
MAMEITEMBMESRE  AREER PSSR S
S HTHREY AR - NEAEIREEREARERE
g (LDL-C ) BERRBEMSEREEME ( IEXREH )
MESHMEREENMARE

Based on dietary control, in combination with
statins or statins and ezetimibe for the treatment of
adult patients with primary hypercholesterolemia
(non-familial) and mixed dyslipidemia, who fail to
achieve low-density lipoprotein cholesterol (LDL-C)
goals after receiving moderate or higher doses of
statins treatment

EBEEEYBEMEKRNA
fRAE]

187.

WETS
HOX T B LR

ivonescimab

past-fid
Injection

BOIEEMENFR  AREREERRFRERIE
AESHIHIE S EEERN EGFR EEREZ G MR F 30
HAR B A M SR SR IF /) \ A P it e

Combined with pemetrexed and carboplatin
chemotherapy in treating EGFR mutation in locally
advanced positive non-squamous non-small cell
lung cancer (NSCLC) patients who have progressed
after treatment of EGFR tyrosine kinase inhibitor
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188.

encofosbuvir

A
Tablet

B EIBSI ZB R A - ABRVIASKTERAEN
HEE1- -2 -3 6 BERAEUHRENXESHF  oIa
HEASHACE LR

In combination with netanasvir phosphate capsules
to treat chronic hepatitis C virus (HCV) infection in
adults with genotypes 1, 2, 3, and 6 who are
treatment-naive or have been treated with
interferon, with or without compensated cirrhosis

HERGARIZEZERNHBR

AT

189.

netanasvir
phosphate

B

Capsule

RARBEXEHMERBA  AEVIEEETEREEN
H2HF1-2 -3 6B ARURENXFESHE  oa
HEASHACVEEITE(E

In combination with yigibuvir tablets to treat
chronic hepatitis C virus (HCV) infection in adults
with genotypes 1, 2, 3, and 6 who are treatment-
naive or have been treated with interferon, with or
without compensated cirrhosis

BERRGAEXRNARAE

4

190.

w3
[

sacituzumab
tirumotecan

AT

Injection

ARBEEVERB 2BAMaE (HPED 11&EA
BEET EY R A RS PR ER ) RO DI TIRRAY S BRRG HASY 82
B =f2HIIRERARE

Treatment of adult patients with unresectable
locally advanced or metastatic triple-negative
breast cancer (TNBC) who have received at least 2
prior systemic therapies, including at least 1 in the
advanced or metastatic setting

M FBHeEREYBEER D
fRAE)
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RfEE ; BRIER simenafil RE AT BE PR BN KEBERDA
191
' JER? hydrochloride Tablet Treatment of erectile dysfunction BRAE]
AREES R BEI RN P EZEE R IRE B
N N ANEE y e
- : ZHE : past-ipii . : = B R BB
192. %ﬁﬁ:’ ggjgh xeligekimab .Egijj Treatment of adult patients with moderate to L e ,E\#_%ZJ G
EHR Injection o ) RS
severe plaque psoriasis who are candidates for
systemic therapy or phototherapy
PR ¥ IR S B SR SR LA /B ROK IR R = ~ A2l
RZEUH - URABEESRERAREREMENAANTRE
R BAEN S = A
EREM; EFRRMR o past-ngi For patients with acute episodes of gout arthritis in S
193. e firsekibart O oo ) RESBHERBREET AT
SHEN Injection adults who are contraindicated, intolerant, or lack
curative effects with nonsteroidal anti-
inflammatory drugs and/or colchicine, and who are
not suitable for repeated use of steroids
==y .
/Il;\%‘:—j-:—L g . . == N W =) = S 43 f ey
194, | ERWBEFMEHE “'gug.aba““ BR | AREREE SRR EENEEEEROERAT
= esilate Capsule To treat peripheral neuropathic pain
- . . AR A F T B 2 P E &R
FL‘,EI\ *m . oW —H—; . ; A 7| . . . — N
195. R %ﬁ;ﬁ%ﬁ + anrikefon In'ie%c];?(jn Treatment of mild to moderate pain following BERBEEERNHARAT
' ) abdominal surgery
FAMIRHA E 7 MOPER T ~ BOPE el /RIS M AS IR A
IKEFEE ; ZENIERIE : =F BRECE—RSRCEEITEREN I D EBRENER S —
196. KET ; AIBA]R Senanatib C:pile :A)?:'E %= S CEER ST R AR B D AR BB BRI AR R AR AT
/B 7P~

Maintenance treatment of adult patients with
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advanced epithelial high-grade ovarian, fallopian
tube, or primary peritoneal cancer who achieved a
complete or partial response after the completion
of first-line platinum-based chemotherapy

ARBEESB SR B EERAMVERSERLS
MR 22 B & BYSa B

N ZR3k B FIER . . SFEYTE . . . NP B2E 1
197. ﬂ’“%\’ ?E*JET’L tagitanlimab .Egijj Treatment of patients with recurrent or metastatic ALl /E\i%g BB
EER Injection . PRAE
nasopharyngeal cancer (NPC) who have previously
failed second-line or higher chemotherapy
AEBEZ T PD-1/PD-L1 AR NRAS REIEER
EERERE
NES=K ARy E=FF3 %E g e e
108, MEEF ,ft;ﬂxa)g . B® Treatment of advanced melanoma carrying RN E AR AT
] Capsule neuroblastoma ras viral oncogene homolog (NRAS)
mutations who have previously undergone PD-
1/PD-L1 treatment
AEATF MRS F il MR O s B R E INREIEH A
. oc N SEARBERAZRE
;  ANERR SEHTE = . . .
199. $ﬁ$r':$gfj&ﬁ§ narlumosbart | .Egj;qu Treatment for adult patients with giant cell tumor of | EBRERENRILERAT
JUEITR ECON 1 bone that is unresectable or where surgical
resection is likely to result in severe morbidity
N - — ERA 2 BiE R R E R ME 2
51077 ; KPHEE i . : L . et 2 s
200. fRaLT ?:Eﬁﬁﬂﬂﬁ e it To improve glycemic control in patients with type 2 | FRIIME I REEERHBIRAE
ST R benzoate Tablet : :
diabetes mellitus
Bl% ; [N _FEAIAB . BE ARKERERER o A 4 B JN=
201, NEfERB E linaprazan glurate Capsule Treatment of gastroesophageal reflux disease ERERBRNRARAT
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202.

B RIKATI =
EER

dalnacogene
ponparvovec

AT

Injection

AEPERE BAEMARMERE
Treatment of adult patients with moderate to
severe hemophilia B

EBERBENKABRAT

203.

W= BHEERE
5R

mazdutide

pa-npil

Injection

AREZESIREFIEMNIE N EEER EHRABRENE
HARS ST - #IMnieE5EE ( BMI) % : BMI=28
kg/m? ( BBR¥ ); 80 BMI=24 kg/m? (#BE ) HAEZE
V-1 EMRNEHIE (FNSME - SME - MAs
EE BN BEUERTREFRSES)

As an adjunct to a reduced-calorie diet and
increased physical activity for chronic weight
management in adult patients with an initial Body
Mass Index (BMI) of BMI=28 kg/m? (obesity) or
BMI=24 kg/m? (overweight) in the presence of at
least one weight-related comorbid condition (e.g.,
hyperglycemia, hypertension, dyslipidemia, fatty
liver, or obstructive sleep apnea syndrome and etc.)

%Ei%%zﬁ g ) BRA

Jj_l/\

204.

EHNR
MARNFBER

ormutivimab

EEE

Injection

REIIANRRERR

Treatment of rabies virus infection

i

SR £ 5

.,_

_I_

»4
i

I

FEA

i

A
+H§
At

3
<m
B> 3
a4l &

205.

B3k ; EEER
BEuhr”

‘D

ranicabtagene
autoleucel

past-pid
Injection

AEAE R ERAMIaEEMAEREEATA
B AR - SETEM A B AR MEREIFEEE
B MR ECRmEM A B AiMMHERE - £ MYC
A BCL2 EHRIS K5I B AR EE - S4kAI B AR M
BRI at
Treatment of adult patients with relapsed or
refractory large B-cell ymphoma (r/r LBCL) who
have received two or more lines of systemic

EEEREEEEYRRKRN
RS
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therapy. This includes diffuse large B-cell
lymphoma, not otherwise specified (DLBCL, NOS);
diffuse large B-cell lymphoma transformed from
follicular lymphoma; high-grade B-cell lymphoma
with MYC and BCL2 rearrangements and high-
grade B-cell ymphoma, not otherwise specified
(HGBL, NOS).

FREIFEEREREREERR A S5 EEAME PIER
AR/ D ERY B BRI B M R ZE R AR I A SR E M TP i
HIARPRIRL /D E R R IRRV BRI E R

206 <z ; BRI = el il st SEHIE To reduce the incidence of infections manifesting EMFBEEMIEROARA
' EER Injection | as febrile neutropenia in patients with non-myeloid g
malignancies receiving myelosuppressive
anticancer drugs that predispose to febrile
neutropenia
B EMA 2 BUE R w B & B M

207. | BRY¥,; BBITH cofrogliptin Tablet To improve glycemic control in patients with type 2 | BRRBEEBRHBIRAT

diabetes mellitus
818 ; keverprazan FE BE+T_IEBES KAMREX S IO

208, B EER hydrochloride Tablet Treatment of duodenal ulcer, reflux esophagitis ARITSEFERRNBIRAS
RAREIERNCSERCEREIRERER - HEE
RNESM A AR RIGE B ER M E2EMERIS
REMAZRE

BN = A ' B Treatment of qdult patients with metastatic .
209. EI’XH%EE deuenzalutamide Capsule castration-resistant prostate cancer (mCRPC) who BEIEER N BIRAT

have disease progression after receiving
abiraterone acetate and chemotherapy, and who
have not previously received novel androgen
receptor inhibitors
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210.

i
|
)i

\ii]

hius

it

!

I

glumetinib

A
Tablet

AREBERE- EREEAFINET 14 BRERN B AR
S EE RS 14 I/ )\ A e i o2

Treatment of patients with locally advanced or
metastatic non-small cell lung cancer with MET
exon 14 skipping mutation METex14

EEBMEYRFTRERD
fRAE)

211.

2, XHEEE
B

golidocitinib

MERE VD EIB—R 2R MAENERSESNE T
AR A

To treat relapsed/refractory peripheral T-Cell
lymphoma (r/r PTCL) in patients whose disease has
advanced following a minimum of one previous
systemic therapy or who were refractory to this

@E (JLE ) BERNMABRA

212.

ERE ; MR TA A

bireociclib

A
Tablet

RARAERREGYE  ARKERREFZEE 2 B0k HA
NERUIRERARE ; ARESR S ARBEE
RADWEEBLEIRERERNEE  BEEARNEE
B PE R IEmE R ER S AEN—B(EEE T
RERERNEE

For patients with HR+/HER2- breast cancer: in
combination with fulvestrant for patients whose
disease has progressed after previous endocrine
therapy, and as monotherapy for patients who have
progressed after receiving two or more endocrine
therapies and one chemotherapy in the metastatic
stage

HTEMRERRNBIRAT

213.

REY  BREEE

FER"

tunodafil
hydrochloride

A
Tablet

AR HETN BE PR
Treatment of erectile dysfunction

B IEEEBBRAT

214.

BEIEME ; DR TR1ED
TR

cetagliptin
phosphate

A
Tablet

ERA 2 B R R E B M 2l
To improve glycemic control in patients with type 2
diabetes mellitus

B FNEYBERIM (#F
M) BRIDBIRAE
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REERBUE B ERERERNH=ME AN
SRS MM EEAEE (ALK ) BN /S B ER S 8%
MR/ AR ( NSCLC ) BEHAE

o RE Treatment of patients with anaplastic lymphoma o _
EXprE] - {RE e £ HRU 78 NG
215. | BmRal ; REfw R iruplinalkib Tablet kinase (ALK)-positive locally advanced or EEHEFRAT
metastatic non-small cell lung cancer (NSCLC) who
have progressed after prior treatment with
crizotinib or who are intolerant to crizotinib
e Rt . pat-ppi AEEMERSIENENL o e
eSO ESTS 3 = e INE
216. BEDRERR pegmolesatide Injection | Treatment of anemia due to chronic kidney disease ABMEREEEEFRAT
217 RINE , ES5HFEN stapokibart past-pid AEPEEREEEUMRBR RERAETEMBERKBR
' EHR P Injection | Treatment of moderate to severe atopic dermatitis NG
BoaMala  BRRBEESAD W EERERIA
X8 (HR) B - ARKRERRFX5E 2 (HER2)
. w - =14 B9 5 R A B =X 88 3% AMRIE R
BEG  BRREE | o B F“f’.—“EE’J)ﬁ Blﬁj H"JZ? BN EARERE . S
218. AR tibremciclib tartrate C I In combination with fulvestrant for adult patients BEZZERHBRAT
= apsute with HR+/HER2- locally advanced or metastatic
breast cancer who have progressed following prior
endocrine therapy
EBEAR o B RS — PRI S ERAMERA 2 BUER
BIEF ; Mg i R I 78 & RO M A 122 s
’ 5 1 27 QLA
219. BE R henagliflozin Tablet Monotherapy or as add-on therapy to metformin BT ENZRRD

to improve glycemic control
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ER% , C_KBthE

B#&

AR 48 ROS1-TKI A& RAY ROS1 (Gt B ER IR HI sk
ERMIE/NAIRRAmE ( NSCLC ) BAZE

Treatment of adult patients with locally advanced

BITEMBER () B

220. BEBE il Capsule or metastatic ROS1-positive non-small cell lung PRAE
cancer (NSCLC) who have been previously treated
with ROS1 TKils
ainuovirine; . N .
N— B L | BERESBARN HIV-1 RREARE
221. I R 8 Treatment of treatment-naive adults with HIV-1 TLER HELZER N B R AT
XHEARER tenofovir disoproxil Tablet : :
infection
fumarate
SERmADA - BRERREESAD N EERLIRER
ERNARZBGY - ARRERETF 2 BHUHWER
NEBUNEIRERE
BRE ; WA S BE Treatment of hormone receptor (HR) positive, | i s g e 1 T/ —
222 [ispIl =] fovinaciclib citrate Capsule human epidermal growth factor receptor 2 (HER2) SMEBRRARRLAT
negative relapsed or metastatic adult breast cancer
patients with disease progression after previous
endocrine therapy, in combination with fulvestrant
ﬁz'fE'E . gazgj.ﬁiu 56% MS"H EJZ dMMR gﬁ%@ ; @%g
223. T A pucotenlimab s Treatment of MSI-H or dMMR solid tumors; TR EROBIRAT
BN ETEER Injection |
elanoma
294 EEE, dorzagliatin RE A 2 BUNEFRA ERBERM (L8 ) ARA
' Z1R3II5T R g Tablet Treatment of Type 2 diabetes g
HEE ; . past-npil AEESRE "
225. NP I . . RAEEBRAS
> TEEMENEH R cadonilimab Injection | To treat cervical cancer RLRRAERRS
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e S ECERASIEHRREENRZERY - ARERR
TRATFZR-2EBY  KADWEERERIERNE
B Rt B = B AR 14 2L AR e
296 =ENE ; S RE In combination with aromatase inhibitors, for ZNEESEEERNARA
’ REEM A Tablet patients with hormone receptor (HR)-positive, g
human epidermal growth factor receptor 2 (HER2)-
negative advanced breast cancer who have
relapsed or progressed after endocrine therapy
R BF AR R+ RR 7 I 2B A A0S B A & s aa
BERLIRERER - WHERAERFE EGFR
) T790M &[54/ /5 EBRGE BA = #8514 IR/ N AR B A e
227. | B=H,; MEBER limertinib TabTet Treatment for patients with locally advanced or I EHRERZEEFRAT
metastatic/recurrent non-small cell lung cancer
(NSCLC) with confirmed EGFR T790M mutation
who progressed on or after EGFR TKI therapy
- BE AEEEIMNZEERMABEER (VVC) eVENUS Pharmaceutical
RIFRMEBE ) . .
228. e SIS e E Rl Capsule To treat vulvovaginal candidiasis (VVC) Laboratories Inc.
EOST - (RESEH 59 ABEMAPEZSEIRANIRE S
229. %%ﬁﬁa ebdarokimab Ir;'ect?on Treatment of moderate-to-severe plaque psoriasis PURAEYEEFRAT
A ) in adult
Bk PREEE | pm | EERARECEEX o N
230. ?'EIL);,“ pradefovir mesylate Tablet Treatment of adult patients with chronic hepatitis B AL BEMBRERRAT
== infection
731 B hREEE siltartoxatu past-pid AR EREZE=FAM REREEBRERNARA
' TUEER 9 Injection Emergency prevention of post-traumatic tetanus &
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FIRERA 2 BUHE PR & & B MR 2]

ZEY  BEBI L i . . : : . e e
232. | © s A prusogliptin it To improve glycemic control in patients with type 2 AEEEMBEEARATS
R Tablet ) :
diabetes mellitus
AR BF AR R ERR 72 IS U AR 1 51 T e B S
AR EHIRERER - I H&AIEREZE EGFR
B A - B T790M &[54/ 5 BB BA = 8835 14 IR/ AR B At yee
233. DU — rezivertinib = Treatment for patients with locally advanced or e fEmEEERRAT
HaihEEEBE Capsule .
metastatic/recurrent non-small cell lung cancer
(NSCLC) with confirmed EGFR T790M mutation
who progressed on or after EGFR TKI therapy
FARTEM A S E BRI M (EES BRI AN E 3 IE
N K&t
ImBE ; 5T FbZE pa- i . o
234, = %EIEH_EME fosrclonazepam '?EETEJ Prevention of acute and delayed nausea and fREAHEZEFE /N T
HIVCIBIR& A )8 palonosetron Injection . : :
vomiting caused by highly emetogenic
chemotherapy (HEC) in adults
cetagliotin: b ) FREAA 2 BUiE R m B & B9 AR
235. | IHBAT _FRENA giptn. 8 To improve glycemic control in patients with type 2 IR BB ZE AR AT
metformin Tablet . ;
diabetes mellitus
AESEERENER M ARSI SIRE
o (mHSPC)& &
236. ImE B A rezvilutamide : Treatment of patients with metastatic hormone- AarBEimBEERMHARAT
Tablet e L L
sensitive prostate cancer (mHSPC) with high tumor
burden
B ; BEEIRE o R AR EARE ST REFZ IR QARSI B e R e e B T =
237. =R p rilertinib mesylate Tablet AR - 1 B R e EGER MREMEERNBIRAT
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T790M REG A FE0 MG HAaL 8254 3/ )\ At fe At 22
Treatment for patients with locally advanced or
metastatic/recurrent non-small cell lung cancer
(NSCLC) with confirmed EGFR T790M mutation
who progressed on or after EGFR TKI therapy

AERAREREX RS (ER1E 283

EaE . R il - (5 2l g s BN _
238, BifhER alfosbuvir Tablet To treat chronic HCV infection in adults (genotypes I L G
1,23,6)
ABEEHAIE/ AP - SRS IREAR IR/ A AR A -
. . . MeHRE A2 e e v PR
239 BRI | serplulimab AT Treatment of squamous non-small cell lung cancer; LRRREREIEMRNS
' HrENE TR Injection . ' PRAE
metastatic non-squamous non-small cell lung
cancer; advanced solid tumors
ARREFFELEESEEREEER S S5 RSP
MK AR BEDRL A RE RO B BB HN S M TR ZE A AT - BRIELL
BE AN P R AR RR R D RE R R IR AV B R B AE R
U . to decrease the incidence of infection, as
240. s ,a/;_i\](ﬂﬁﬂ% albipagrastim alfa Ir;jie%cg’fi”n manifested by febrile neutropenia, in adult patients | JT&REEYEZEFRAT
with non-myeloid malignancies receiving
myelosuppressive anti-cancer drugs associated
with a clinically significant incidence of febrile
neutropenia
B4 OKERLE | wmm | o0 AN RCERERIOARARANY | e smennig (43) B
241. . amimestrocel . =HBENNELR _
EHR Injection FE/A T

Treatment of patients over 14 years old with acute
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graft-versus-host disease with predominant
gastrointestinal involvement who have failed
hormone therapy
ARPRreEEeERAs R REESRAM1E B
AT AR 18 25 AE 4 35 14 B BE A A (B & R 3R M M/ MRIBE 2
REAEZI M BB ERIARE
242 EEY; HRERE gecacitinib RE Treatment of intermediate- and high-risk FNZREMHRERDARA
' BlER hydrochloride Tablet myelofibrosis, including primary myelofibrosis El
(PMF), post-polycythemia vera myelofibrosis (PPV-
MF), and post-essential thrombocythemia
myelofibrosis (PET-MF)
A EGFR T790M ZRE G MRV EB M IE/NA 78 . . — ,\
B2 PRMDE . BR | FEMUOBBINMBRE | orenng (Ls) Bes
243. 5 o s befotertinib Treatment of EGFR T790M mutation-positive =
ZEBE Capsule . PRAT]
metastatic non-small cell lung cancer
S S 25 M T 51)\1 4 }x%l = ‘5‘5-733 R o o
Ei&E ; )2XEBEG | zevorcabtagene gy | O LSRR RILEE RIBEEMBE (B8 ) BRA
244. . autoleucel Iniection To Treat relapsed/refractory multiple myeloma 3
o ! (RRMM)
e | BEMEMETE | carenoprazan | TR g Cimms . i -
L BRI IR B E D ]
4. & EREENE R hydrochloride InTjaectEi}gn Treatment of duodenal ulcer, reflux esophagitis IR EREDEIRA

R mAENFE/EIEF

Commercial names are listed in alphabetical/strokes order

#EHTEBI K EELS - =B FDA S{EREE EMA #b/& _EmhRITZE
Latest new drug approved for marketing by NMPA, USFDA and EMA

BERl#EE : 8/2025
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